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DETAILED ACTION 
Priority 

1. It is noted that this application appears to claim subject matter disclosed in prior 
Application No. PCT/US02/28970, filed 9/12/2002. A reference to the prior application must be 
inserted as the first sentence(s) of the specification of this application or in an application data 
sheet (37 CFR 1.76), if applicant intends to rely on the filing date of the prior application under 
35 U.S.C. 119(e), 120, 121, or 365(c). See 37 CFR 1.78(a). For benefit claims under 35 U.S.C. 
120, 121, or 365(c), the reference must include the relationship (i.e., continuation, divisional, or 
continuation-in-part) of all nonprovisional applications. If the application is a utility or plant 
application filed under 35 U.S.C. 1 1 1(a) on or after November 29, 2000, the specific reference to 
the prior application must be submitted during the pendency of the application and within the 
later of four months from the actual filing date of the application or sixteen months from the 
filing date of the prior application. If the application is a utility or plant application which 
entered the national stage from an international application filed on or after November 29, 2000, 
after compliance with 35 U.S.C. 371, the specific reference must be submitted during the 
pendency of the application and within the later of four months from the date on which the 
national stage commenced under 35 U.S.C. 371(b) or (f) or sixteen months from the filing date 
of the prior application. See 37 CFR 1.78(a)(2)(h) and (a)(5)(ii). This time period is not 
extendable and a failure to submit the reference required by 35 U.S.C. 1 19(e) and/or 120, where 
applicable, within this time period is considered a waiver of any benefit of such prior 
application(s) under 35 U.S.C. 1 19(e), 120, 121 and 365(c). A benefit claim filed after the 
required time period may be accepted if it is accompanied by a grantable petition to accept an 
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unintentionally delayed benefit claim under 35 U.S.C. 1 19(e), 120, 121 and 365(c). The petition 
must be accompanied by (1) the reference required by 35 U.S.C. 120 or 1 19(e) and 37 CFR 
1.78(a)(2) or (a)(5) to the prior application (unless previously submitted), (2) a surcharge under 
37 CFR 1.1 7(t), and (3) a statement that the entire delay between the date the claim was due 
under 37 CFR 1.78(a)(2) or (a)(5) and the date the claim was filed was unintentional. The 
Director may require additional information where there is a question whether the delay was 
unintentional. The petition should be addressed to: Mail Stop Petition, Commissioner for 
Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450. 

If the reference to the prior application was previously submitted within the time period 
set forth in 37 CFR 1.78(a), but not in the first sentence(s) of the specification or an application 
data sheet (ADS) as required by 37 CFR 1.78(a) (e.g., if the reference was submitted in an oath 
or declaration or the application transmittal letter), and the information concerning the benefit 
claim was recognized by the Office as shown by its inclusion on the first filing receipt, the 
petition under 37 CFR 1.78(a) and the surcharge under 37 CFR 1.1 7(t) are not required. 
Applicant is still required to submit the reference in compliance with 37 CFR 1.78(a) by filing an 
amendment to the first sentence(s) of the specification or an ADS. See MPEP § 201 . 1 1 . 

Information Disclosure Statement 
2. The information disclosure statements filed 1 1/22/04 and 10/10/2006 have been 
considered and made of record. 



Claim Rejections - 35 USC § 102 
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3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1, 4 and 5 are rejected under 35 U.S.C. 102(b) as being anticipated by AKIO (JP 
06-305901). 

With respect to claim 1, the reference of AKIO discloses an apparatus (See Figure 1) that 
includes a perfusion loop that includes an organ container (9), a bubble remover (8) and an 
oxygenator (6). With respect to the claimed free radical scavenger, the reference discloses that 
the perfusion media includes adenosine (See the English language Abstract and paragraph [0021] 
of the English language machine translation. 

With respect to the perfusion fluid of claims 4 and 5, the reference discloses that the 
perfusion media includes adenosine (See the English language Abstract and paragraph [0021] of 
the English language machine translation. 

5. Claim 4 is rejected under 35 U.S.C. 102(b) as being anticipated by Polyak et al.(US 
2002/0115634). 

With respect to claim 4, the reference of Polyak et al. discloses a perfusion fluid that 
includes a free radical scavenger in a amount effective to increase the length of the period which 
an ex vivo organ will remain viable in the perfusion fluid (See paragraph [0016]). 



Application/Control Number: 10/756,795 
Art Unit: 1744 



Page 5 



Claim Rejections - 35 USC § 103 



6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 



8. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Polyak et al.(US 
2002/0115634) in view of Rath et al.(US 5,230,996). 

The reference of Polyak et al. has been discussed above. 

While the reference of Polyak et al. discloses a preservation solution that includes an 



release form. 

The reference of Rath et al. discloses that when exposing a tissue to a desired treatment 
composition, it is known in the art to provide the treatment composition in time-release form to 
achieve constant fluid concentrations of the composition over time (See column 6, lines 23-27). 



or nonobviousness. 



oxygen radical scavenger, claim 2 



6 differs by reciting that the composition is provided in time- 
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In view of this teaching, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to provide the scavenger of the primary reference in time- 
release form for the known and expected benefit suggested by the reference of Rath et al. 

9. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Polyak et al.(US 
2002/01 15634) in view of Rath et al.(US 5,230,996) taken further in view of Chien et al.(US 
3,992,518). 

The combination of the references of Polyak et al. and Rath et al. has been discussed 

above. 

Claim 7 differs by reciting that the time-release composition includes a body of 
organosiloxane material. 

The reference of Chien et al. discloses that the use of organosiloxane material is 
conventional in the art as a time-release carrier material (See Example 1). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to employ an organosiloxane material as a carrier for the 
composition of the modified primary reference for the known and expected result of providing an 
art recognized means for providing the time-release feature suggested by the reference of Rath et 
al. 

10. Claims 2 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over AKIO (JP 
06-305901) in view of Rath et al.(US 5,230,996). 

The reference of AKIO (JP 06-305901) has been discussed above. 
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While the reference of AKIO discloses a preservation solution that includes adenosine, 
claims 2 and 6 differ by reciting that the composition is provided in time-release form. 

The reference of Rath et al. discloses that when exposing a tissue to a desired treatment 
composition, it is known in the art to provide the treatment composition in time-release form to 
achieve constant fluid concentrations of the composition over time (See column 6, lines 23-27). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to provide the scavenger of the primary reference in time- 
release form for the known and expected benefit suggested by the reference of Rath et al. 

11. Claims 3 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over AKIO (JP 
06-305901) in view of Rath et al.(US 5,230,996) taken further in view of Chien et al.(US 
3,992,518). 

The combination of the references of AKIO (JP 06-305901) and Rath et al. has been 
discussed above. 

Claims 3 and 7 differ by reciting that the time-release composition includes a body of 
organosiloxane material. 

The reference of Chien et al. discloses that the use of organosiloxane material is 
conventional in the art as a time-release carrier material (See Example 1). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to employ an organosiloxane material as a carrier for the 
composition of the modified primary reference for the known and expected result of providing an 
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art recognized means for providing the time-release feature suggested by the reference of Rath et 
al. 

Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

The reference of Dobson (US 6,955,814) is cited as prior art which recognizes adenosine 
as a free radical scavenger. 

13. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to William H. Beisner whose telephone number is 571-272-1269. 
The examiner can normally be reached on Tues. to Fri. and alt. Mon. from 6: 15am to 3:45pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gladys J. Corcoran can be reached on 571-272-1214. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




William H. Beisner 
Primary Examiner 
Art Unit 1744 



WHB 



